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Title  21 — Food  and  Drugs 

CHAPTER  I — FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH. 
EDUCATION.  AND  WELFARE 

SUBCHAPTER  A— GENERAL 

(Doc.  No.  76N-03271 

ENVIRONMENTAL  IMPACT 
CONSIDERATIONS 

Procedural  Changes  for  Impact  Statements 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION :  Final  rule. 

SUMMARY :  This  rule  sets  forth  amend¬ 
ments  to  the  environmental  impact  con¬ 
sideration  regulations.  This  action  is 
based  on  consideration  of  the  Council  on 
Environmental  Quality  revised  guide¬ 
lines  for  the  preparation  of  environ¬ 
mental  impact  statements  by  Federal 
agencies.  These  amendments  make  pro¬ 
cedural  changes  in  the  environmental 
Impact  statement  regulations. 

EFFECTIVE  DATE:  May  16, 1977. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Buzz  L.  Hoffman,  Environmental  Im¬ 
pact  Staff  (HFS-32),  Food  and  Drug 
Administration,  Department  of 
Health,  Education,  and  Welfare,  5600 
Fishers  Lane,  Rockville,  MD  20857 
( 301-443-4500 ». 

SUPPLEMENTARY  INFORMATION: 
The  Food  and  Drug  Administration 
(FDA)  is  amending  the  regiilations  in 
Part  25  (formerly  Part  6  (21  CFR  Part 
6),  prior  to  recodification  published  in 
the  Federal  Register  of  March  22,  1977 
(42  FR  15533) )  governing  the  need  for, 
and  the  procedures  for  preparing,  en¬ 
vironmental  impact  statements  pursuant 
to  section  102(2)  (C)  of  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (Pub.  L.  91-190,  83  Stat,  853  (42 
n.S.C.  4332) )  and  revised  guidelines  on 
such  procedures  issued  by  the  Council  on 
Environmental  Quality  in  the  Federal 
Register  of  August  1, 1973  (38  FR  20550) . 

For  the  convenience  of  the  reader,  the 
following  is  a  list  of  sections  affected  by 
this  document  which  were  part  of  the 
reorganization  of  Subchapter  A  pub¬ 
lished  in  the  Federal  Register  of  March 
22,  1977  (42  FR  15553) : 

New  section:  Old  section 

20.100  _ _ _ 4. 100 

25.1  . . . . . 6.1 

25.20  _ _ _ 6.2 

*  26.25  _ _ _ 6.3 

26.30 _ v— . —  . . 6.6 

Proposed  amendments  were  published 
in  the  Federal  Register  of  April  16,  1974 
(39  FR  13742).  During  the  60-day  com¬ 
ment  period,  nine  comments  were  re¬ 
ceived  from  the  following  groups:  TTie 
Council  on  Environmental  Quality,  four 
trade  associations,  and  four  regulated 
manufacturers.  The  principal  points 
raised  by  the  comments  received  and  the 
C(»nmissioner’s  conclusions  follow. 

Investigational  New  Drug  Applications 

One  ccnnment  proposed  that  aiH>roval 
of  investigational  new  drug  applications 
be  Included  in  f  25.1(d)  (31  CFR  25.1(d) ) 


as  agency  actlims  that  are  totally  ex¬ 
cluded  fr(Kn  environmental  Impact 
statement  consideraticm,  in  that  investl- 
gatiiHial  new  drugs  are  usually  manu¬ 
factured  in  small  quantities  in  pilot-type 
process  facilities  and  therefore  cannot 
be  considered  major  federal  actions 
significantly  affecting  the  quality  of  the 
human  environment. 

The  Commissioner  concludes,  as  indi¬ 
cated  in  S  25.1(d)  (5)  of  the  existing  en¬ 
vironmental  regulations,  that  in  some 
instances  the  manufacture  and  use  of 
an  investigational  new  drug  may  signifi¬ 
cantly  affect  the  quality  of  the  human 
environment.  For  example,  the  manufac¬ 
ture  or  use  of  an  investigational  drug 
may  release  a  toxic  substance  into  the 
environment,  or  the  source  of  raw  ma¬ 
terial  for  the  drug  may  affect  plant  or 
animal  populations  or  other  natural  re¬ 
sources.  Accordingly,  actions  on  notices 
regarding  such  drugs  shall  be  included 
in  new  125.1(b)  (14)  as  agency  actions 
requiring  consideration  of  the  need  for 
an  environmental  impact  statement,  and 
in  new  §  25.1(f)  (11)  as  actions  for  which, 
imder  §  25.1(g),  environmental  impact 
analysis  reports  are  not  normally  re¬ 
quire  but  for  which  environmental 
manufacturing  process  information  is  re¬ 
quired.  Existing  $  25.1(d)  (5)  is  deleted. 

Since  approval  of  an  investigational 
new  drug  application  is  more  appropri¬ 
ately  termed  an  action  on  an  investiga¬ 
tional  new  drug  notice,  new  S  25.1  (b) 
(14)  and  (f)  (11)  are  amended  to  refer 
to  FDA  actions  on  investigational  new 
drugs  as  “actions  regarding  investiga¬ 
tional  new  drug  notices  and  investiga¬ 
tional  new  animal  drug  notices.”  Exist¬ 
ing  S  25.1(b)  (13)  has  been  editorially 
revised  and  is  redesignated  as  S  25.1  (bi 
(16). 

Exemption  for  Articles  Identical,  Simi¬ 
lar,  OR  Related  to  Articles 'Already 

ON  THE  Market 

One  comment  objected  to  the  scope  of 
§  25.1(f)  (1)  (iii)  of  the  amendments, 
which,  in  most  circumstances,  exempts 
from  the  requirement  of  an  environ¬ 
mental  impact  analysis  report  drugs, 
animal  drugs,  or  biological  products  that, 
in  chemical  structure  or ‘biological  com¬ 
position,  or  known  pharmacological 
properties  and  Indications  for  use,  are 
identical,  similar,  or  related  to  such  arti¬ 
cles  that  are  already  being  marketed, 
where  there  is  no  reason  to  conclude  that 
the  marketing  of  the  new  article  will 
change  the  overall  use  pattern  or  existing 
market  for  the  article  involved. 

The  Commissioner  concludes  that  the 
terms  “similar”  and  “related  to”  in  this 
provision  are  not  excessively  broad.  Many 
drugs,  animal  drugs,  and  biological  prod¬ 
ucts  vary  slightly  In  chemical  structure, 
biological  composition,  known  pharma¬ 
cological  properties,  and  indications  for 
use  primarily  because  of  patent  laws,  and 
these  terms  are  therefore  sufficiently 
definite  to  describe  the  types  of  these 
articles  included  within  the  exemption. 
Moreover,  the  same  terms  are  used  In 
relation  to  the  applicability  of  Drug 
Efficacy  Study  Implementation  notices 
under  S  310.6  (21  CFR  310.6). 


Two  other  comments  proposed  to 
delete  the  phrase  “me-too”  from  the  ex¬ 
emption  In  this  section  because  It  Is  a 
subjective  term  that  can  have  a  variety 
of  meanings. 

The  Commissioner  concurs  with  the 
proposal,  and  the  phrase  “me-too”  is 
therefore  deleted  from  this  section. 

Authority 

One  comment  questioned  the  authority 
of  FDA  to  require  applicants  and  peti¬ 
tioners  to  submit  information  in  an  en¬ 
vironmental  impact  analysis  report. 

Th^ Commissioner  concludes  that  sec¬ 
tion  1500.7(c)  of  tlie  Council  on  Envi¬ 
ronmental  Quality  guidelines  provides 
such  authority.  In  the  pertinent  part, 
that  provision  states:  “Where  an  agency 
relies  on  an  applicant  to  submit  initial 
environmental  information,  the  agency 
shoTild  assist  the  applicant  by  outlining 
the  types  of  information  required.”  Un¬ 
der  §  25.1(h).  the  failure  to  submit  an 
adequate  environmental  impact  analysis 
report,  if  one  is  required,  shsdl  be  suffi¬ 
cient  grounds  to  refuse  to  accept  or  file 
the  application  or  petition.  The  comment 
contended  that  FDA  lacks  the  authority 
to  require  submission  of  an  adequate  en¬ 
vironmental  impact  analysis  report  as  a 
criterion  for  accepting,  filing,  and  ap¬ 
proving  applications  and  petitions  sub¬ 
mitted  to  the  agency. 

As  stated  in  the  preamble  to  the  final 
order  published  in  the  Federal  Register 
of  March  15,  1973  (38  FR  7001)  promul¬ 
gating  the  existing  environmental  regu¬ 
lations  of  PDA,  NEPA,  as  interpreted  by 
the  courts,  requires  FDA  to  consider  en¬ 
vironmental  issues  in  reviewing  and  act¬ 
ing  on  applications  and  petitions.  The 
Commissioner  concludes,  therefore,  that 
to  assist  it  in  such  consideration,  the 
agency  has  the  authority  to  establish,  as 
a  requirement  for  accepting,  filing,  and 
approving  an  application  or  petition,  the 
submission  of  adequate  environmental 
data  in  an  environmental  Impact  analy¬ 
sis  report  included  as  part  of  the  appli¬ 
cation  or  petition.  In  addition,  section 
1500.7(c)  of  the  Council  on  Environmen¬ 
tal  Quality  guidelines  provides  such  au¬ 
thority. 

Manufacturing  Process  Information 

Two  comments  objected  that  the  in¬ 
clusion  in  9  25.1(g)  of  an  analysis  of  the 
environmental  effects  of  the  manufactur- 
'  ing  process  of  the  article  that  Is  the  sub¬ 
ject  of  a  requested  agency  action  is  un¬ 
necessary  in  view  of  existing  Federal, 
state,  and  local  permit  requirements  and 
the  fact  that  by  the  terms  of  9  25.1(f) 
an  action  governed  by  9  25.1(g)  signifi¬ 
cantly  affects  the  quality  of  the  human 
environment  only  in  rare  or  unusual  cir¬ 
cumstances. 

The  Commissioner  concludes,  as  he  in¬ 
dicated  In  the  preamble  to  the  proposal 
of  April  16,  197^  (39  FR  13744),  that 
FDA  has  a  duty  imder  NEff^A  to  consider 
whether  the  manufacture,  preparation, 
processing,  w  packaging  of  articles  goT- 
emed  by  i  25.1  (f)  and  (g)  will  signifi¬ 
cantly  affect  the  quality  of  the  htunan 
environment.  Irrespective  of  the  environ¬ 
mental  effects  of  the  articles  upon  or  af- 
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ter  use.  Accordingly,  the  requirement  of 
•n  aaalyste  of  the  environmental  effects 
of  the  manufacturing  process  of  such  ar> 
tides  Shan  be  Inchided  In  I  25.1  (g) . 

The  Commlsskmer  further  concludes 
that  an  iqipllcant  or  petitioner  who 
dalms  to  be  exempt  from  submitting  an 
ravlronmental  Impact  analysis  repcHi; 
pursuant  to  S  25il(g)  shall  be  required  to 
Indicate  which  subparagraph  of  f  25.1(f) 
covers  the  article  involved  in  the  appli¬ 
cation  or  petition  and  therefore  warrants 
such  exemption.  Section  25.1(g)  Is 
amended  to  state  this  accordingly. 

One  comment  proposed  that  the  terms 
“ponutants’'  and  “emission”  in  §  25.1(g) 
conform  to  environmental  definitions  of 
the  ESivlronmental  Protection  Agency. 

The  Commissioner  notes  that  environ¬ 
mental  d<^flnitinnfi  of  the  Environmental 
Protection  Agency  vary  in  the  several 
statutes  administered  by  that  agency 
and  concludes  that  the  environmental 
terms  In  i  25.1(g)  are  sufficiently  definite 
to  enable  iqiplicants  or  petitioners  to  sub¬ 
mit  the  mvironmental  manufacturing 
process  information  required  by  this  sec- 
tkm. 

Environmental  Impact  Analysis 

The  Commissioner  concludes  that 
i  25.1  (m)  should  be  amended  to  clarify 
the  agency’s  procedure  for  analyzing  an 
environmental  impact  analysis  report  or 
statement  of  exemption  from  an  appli¬ 
cant  or  petitioner,  and  to  distinguish  the 
factual  environmental  analysis  required 
In  an  environmental  lmi>act  analysis  re¬ 
port  from  the  agency’s  evaluation  in  an 
environmental  assessment  report  of  the 
need  for  an  environmental  Impact  state- 
m^t.  The  amendment  specifies  that  the 
responsible  agency  official  shall,  on  the 
basis  of  the  environmental  impact  anal¬ 
ysis  report  or  statement  of 'exemption  re¬ 
ceived  along  with  other  relevant  infor¬ 
mation,  prepare  an  environmental  as¬ 
sessment  report  stating  the  agency’s  con¬ 
clusion  as  to  whether  an  environmental 
lmi)act  statement  is  required  for  the  ac¬ 
tion  and  the  reasons  for  this  conclu¬ 
sion.  and  shall  prepare  an  environmen¬ 
tal  Impact  statement  pursuant  to  §  25.25 
(a)  if  one  is  required. 

Cost-Benefit  Analysis 

Two  comments  objected  to  the  require¬ 
ment  of  cost-benefit  analysis  in  an  en¬ 
vironmental  Impact  statement  as  pro¬ 
vided  by  §  25.20(a)  (8),  and  to  the  re¬ 
quirement  of  such  an  analysis  in  an  en¬ 
vironmental  Impact  analysis  report  as 
stated  In  I  25.1  (k),  alleging  that  such 
an  analysis  is  not  authorized  by  NEPA. 

Since  section  1500.8(a)  (8)  of  the 
Council  on  Environmental  Quality  guide¬ 
lines  provides  for  a  cost-benefit  analysis 
In  an  environmental  Impact  statement, 
the  Commissioner  concludes  that  such  a 
revision  Is  authorized  by  NEPA  and 
should  be  retained  in  S  25.20(a)  (8). 
Since  section  1500.7(c)  of  the  Coimcil 
on  Environmental  Quality  guidelines  au¬ 
thorizes  Federal  agencies  to  rely  on  ap¬ 
plicants  to  submit  initial  environmental 
information  for  the  preparation  of  en¬ 
vironmental  impact  statements,  the 
Commissioner  concludes  that  provision 


for  a  cost-benefit  analysis  In  an  anvlrcii- 
mental  Impact  anahrsis  report  Is  aothor- 
laed  by  NEPA  and  shall  be  Included  la 
i25.1(k)  (redesignated  as  25.1  (j)). 

The  Commissioner  further  concludes 
that  since  risks  to  the  environment  are 
the  principal  costs  to  be  described  in  any 
cost-benefit  analysis  issued  under  NEPA 
and  these  regulations,  this  analysis  shall 
be  termed  a  risk-benefit  analysis  in  new 
5  25.1  (j)  and  in  5  25.20(a)(8)  (21  CFR 
25.20(a)(8)). 

Trade  Secrets  and  Confidential 
Information 

One  comment  argued  that  the  exist¬ 
ence  of  pending  new  drug  applications 
and  Investigational  new  drugs  is  confi¬ 
dential  commercial  information  entitled 
to  protection  from  disclosure  as  trade 
secrets  and,  therefore,  approvals  of  new 
drug  applications  or  actions  regarding 
investigational  new  drug  notices  for 
which  environmental  Impact  statements 
are  prepared  should  not  be  the  subject 
of  public  hearings  pursuant  to  $  25.25(c) 
<21  cm  25.25(c) )  or  of  statements  pre¬ 
pared  by  PDA  pursuant  to  5  25.25(d) 
assessing  the  environmental  effects  of 
such  approvals. 

The  Commissioner  concludes  that  ap¬ 
proval  of  new  drug  applications  shall  be 
subject  to  the  public  hearing  provision 
of  5  25.25(c)  (revised  and  redesignated 
as  5  25.25(d))  since  under  Part  20  (21 
CFR  Part  20)  the  existence  of  approved 
new  drug  applications  is  not  confiden¬ 
tial;  a  listing  of  all  such  applications  will 
be  maintained  by  PDA  for  public  inspec¬ 
tion.  The  Commissioner  further  con¬ 
cludes  that  since  the  existence  of  an 
Investigational  new  drug  may  be  confi¬ 
dential  information  under  Part  20,  ac¬ 
tions  regarding  investigational  new  drug 
notices  and  investigational  new  animal 
drug  notices  that  are  confidential  infor¬ 
mation  under  that  part  shall  not  be 
subject  of  public  hearings  under  i  25.25 
(d).  That  section  is  amended 
accordingly. 

To  protect  trade  secrets  and  confiden¬ 
tial  Information  from  disclosure  in  any 
document  prepared  by  PDA  pursuant  to 
Part  25,  the  Commissioner  concludes 
that  5  25.1(1)  shall  be  amended  to  pro¬ 
vide  that  data  and  Information  consti¬ 
tuting  trade  secrets  and  confidential  in¬ 
formation  imder  Part  20,  shall  not  be 
included  in  environmental  impact  anal¬ 
ysis  reports  prepared  by  applicants,  in 
environment^  assessment  reports,  or  in 
environmental  Impact  statements,  all  of 
which  are  made  public  pursuant  to  the 
provisions  of  5  25.30  (21  C?PR  25.30) . 

Although  125.1(1)  provides  that  the 
agency  may  not  Include  trade  secrets  or 
confidential  Informaticm  in  an  environ¬ 
mental  assessment  report  an  environ¬ 
mental  Impact  statement,  such  data  shall 
be  available  to  the  agency  official  analyz¬ 
ing  a  petitioner’s  or  an  applicant’s  envi¬ 
ronmental  Impact  analysis  r^xirt  so  that 
a  fun  environmental  analysis  may  be 
made.  The  format  for  an  environmental 
Impact  ansdysis  report.  In  proposed 
S  25.1  (k) ,  provides  In  Item  9  that  such 
data  may  be  substituted  In  these  reports 
by  references  to  appropriate  parts  of  the 


petition  or  appUcatlon.  Ihls  provision 
has  been  retained  under  redesignated 
iasau).  item  D.  PnH>oeed  5  25.25(d)  is 
ddeted. 

SlMULTAKTOUS  PUBLICATION  OF  FINAL  En- 

vixoNicsifTAL  Impact  Statement  and 
Recuu^tion 

One  comment  objected  that  the 
amendment  to  5  2Sii5(a)  (5)  providing 
for  simultaneous  publication  in  the  Fed- 
jeral  Recistsk  of  the  notice  of  availability 
of  a  final  environmental  Impact  state¬ 
ment  and  a  regulation  effective  30  days 
after  date  of  publlcatlmi  whose  subject 
is  the  same  as  that  of  the  statement  con- 
fiicts  with  section  1500.11(b)  of  the 
Council  on  Envlnmmental  Quality  guide¬ 
lines,  which  provides  that,  to  the  maxi¬ 
mum  extent  practicable,  no  agency 
action  shall  be  taken  sooner  than  30  days 
after  a  final  environmental  impact  state¬ 
ment  thereon  is  forwarded  to  the  Council 
on  Environmental  Quality  and  made 
available  to  the  public.  Hie  comment 
alleged  that  this  amendment  does  not 
comply  with  the  Council  on  Environ¬ 
mental  Quality  provision  that  an  agency 
consider  the  re^ts  of  Its  Impact  state¬ 
ment  prior  to  reaching  a  final  decision 
on  the  proposed  action. 

The  Commissioner  concludes,  as  he 
stated  in  the  preamble  to  the  proposal 
in  the  Federal  Register  of  April  16, 1974, 
that  the  simultaneous  publication 
amendment  meets  the  Coimcil  on  Envi¬ 
ronmental  Quality  requirement  and  its 
mtended  policy.  Since  the  final  environ¬ 
mental  impact  statement  is  released 
when  the  regulation  Is  published,  the 
conclusiims  of  the  statement  will  have 
been  fully  considered  in  reaching  a  final 
decision  on  the  regulation.  Moreover, 
any  regulation  published  simultaneously 
m  the  Federal  Register  with  the  notice 
of  availability  of  Its  final  environmental 
Impact  statement  must  have  at  least  a 
30-day  effective  date,  affmxling  interested 
persons  the  opixirtunlty  to  review  the 
regulation  and  the  final  environmental 
Impact  statement  before  the  regulation 
becomes  final. 

Certain  Other  Comments 

Tk’O  comments  proposed  that  apm-oval 
of  supplemental  new  drug  applications 
be  Included  wlthm  the  scope  of  the  ex¬ 
emptions  provided  by  i  25.1(f)  as  actions 
that  normally  do  not  significantly  affect 
the  quality  of  the  human  environment. 

The  commissioner  concurs  with  this 
proposal,  and  5  25.1(f)  is  amended  ac¬ 
cordingly. 

One  comment  proposed  that  approval 
of  color  additive  petitions  be  mcluded 
within  the  scope  of  the  exemptions  pro¬ 
vided  by  5  25.1  (f) . 

The  Commissioner  concurs  with  this 
proposal  with  respect  to  the  articles 
spewed  In  the  exemption  provided  by 
i  25.1(f)  (1)  (Iv).  and  that  provision  Is 
amended  aocor^ngly. 

One  comment  pngiosed  to  Include  bio¬ 
logical  product  Ilceneee  within  the  scope 
of  the  exemption  pnivlded  by  i  25.1(f) 
(l)(lv). 

The  Commissioner  ooncurs  with  this 
proposal,  and  Uiat  provision  Is  amended 
accordingly. 
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One  comment  proposed  that  the  lan¬ 
guage  of  §  25.1(f)  (2)  (1)  (b)  be  clarified 
'  to  indicate  that  environmental  consid¬ 
eration  of  approval  of  new  premixes  for 
use  in  animal  feeds  should  focus  on  the 
end-use  concentration  of  the  new  pre¬ 
mix  rather  than  on  the  concentration  of 
the  new  premix,  which  cannot  be  greater 
than  that  of  the  approved  premix. 

Tlie  Commissioner  agrees  with  this 
proposal,  and  this  section  is  therefore 
amended  to  read  as  follows:  “A  new 
premix  for  a  previously  approved  animal 
drug  which  provides  for  no  more  than 
the  dosage  levels,  duration  of  adminis¬ 
tration,  and  makes  the  same  claims  as 
the  approved  premix  for  the  previously 
approved  new  animal  drug.” 

One  comment  proposed  that  food  ad¬ 
ditives  for  investigational  use  in  animals 
pursuant  to  §511.1  (21  CFR  511. 1>  be 
included  in§25.1(f)(ll). 

The  Commissioner  agrees  with  this 
proposal,  and  this  section,  with  the 
changes  discussed  under  “Investigational 
New  Drug  Applications”,'  is  therefore 
amended  to  read  as  follows:  “Actions 
regarding  investigational  new  drug  no¬ 
tices  and  investigational  new  animal 
drug  notices,  including  food  additives 
used  pursuant  to  investigational  new 
animal  drug  notices  under  §  511.1  of  this 
chapter.” 

One  comment  proposed  that  the  estab¬ 
lishment  by  regulation  of  labeling  or 
other  requirements  for  marketing  ar¬ 
ticles  and  the  establishment  by  regula¬ 
tion  of  standards  for  articles  should  be 
removed  from  §  25.1(b>  (6)  and  (7),  re¬ 
spectively,  and  included  in  ?  25.1(f», 
which  requires  environmental  impact 
statements  only  in  rare  or  unusual  cir¬ 
cumstances. 

The  Commissioner  concludes  that  reg¬ 
ulations  regarding  labeling  requirements 
for  marketing  drugs,  animal  drugs,  foods, 
and  cosmetics  will  require  environmental 
impact  statements  only  in  rare  or  un¬ 
usual  circiunstances,  and  a  new  para¬ 
graph  (f)  (12)  is  therefore  added  to 
§  25.1,  normally  exempting  such  regula¬ 
tions  from  the  requirement  of  environ¬ 
mental  impact  analysis  reports. 

Two  comments  proposed  that  approval 
of  biological  product  licenses,  new  drug 
applications,  new  animal  drug  applica¬ 
tions,  requests  for  certification  of  new 
antibiotic  drugs,  food  additive  iietiticms, 
and  color  additive  petitions  that  are 
subject  to  environmental  consideration 
under  §  25.1(b)  be  included  in  §  25.1(f) 
whereby  they  would  be  exempt  in  most 
instances  from  the  requirement  of  an 
environmental  impact  analysis  report. 

The  Commissioner  ccmcludes  that 
many  of  the  actions  within  these  classes 
may  significantly  affect  the  quality  of 
the  human  environment  with  a  degree 
an'l  frequency  requiring  full  environ- 
men*;al  consideration;  therefore,  these 
classes  of  actions  cannot  be  exempted 
under  S  25.1(f)  without  further  sprciflca- 
tion.  However,  several  of  the  individual 
actions  within  these  classes  have  been 
included  in  §  25.1(f)  and  will  be  exempt 
in  most  instances  from  the  requirements 
of  an  environmental  impact  analysis 
report. 


One  comment  objected  that  approval 
of  supplemental  new  animal  drug  ap¬ 
plications  need  not  be  Included  in  §§25.1 
(f)  (1)  and  (2)  in  view  of  the  biclusion 
such  acticms  in  existing  §  25.1(c), 
which  exempts  them  from  the  require¬ 
ment  of  an  environmental  impact  state¬ 
ment  unless,  in  the  Commissioner’s 
judgment,  the  change  effected  by  the 
supplement  is  substantial. 

Since  the  degree  of  change  effected  by 
an  amendment  to  an  existing  regula¬ 
tion  or  approval  in  existing  §  25.1(c)  may 
have  no  bearing  on  the  potential  impact 
that  an  amendment  or  supplement  will 
have  on  the  quality  of  the  human  en¬ 
vironment,  the  Commissioner  concludes 
that  this  section  is  not  needed  in  the 
regulations.  The  agency,  in  preparing  its 
environmental  assessment  report  of  the 
amendment  or  supplement  pursuant  to 
§25. Km),  will  determine,  as  for  any 
other  action,  whether  the  amendment 
or  supplement  requires  an  environmental 
impact  statement.  Accordingly,  existing 
§  25.1(c)  is  deleted  from  the  regulations. 

To  clarify  that  amendments  or  exemp¬ 
tions  with  respect  to  existing  regulations 
and  approval  of  supplements  to  existing 
approvals  are  to  be  governed  by  Part 
25,  the  Commissioner  concluc^.es  that  a 
new  §25.1(b>(15)  should  be  added  to 
the  regulations  to  this  effect. 

Tlie  Commissioner  believes  the  con¬ 
nection  between  the  environmental  as¬ 
sessment  by  FDA  of  an  amendment  or 
exemption  with  respect  to  an  existing 
regulation,  or  an  approval  of  a  supple¬ 
ment  to  an  existing  approval,  and  the 
agency’s  retroactive  ^envlrorunental  as¬ 
sessment  of  existing**  regulations  should 
be  further  clarified.  Accordingly,  the 
Commissioner  has  determined  that  pro¬ 
posed  §  25.1(h),  redesignated  as  new 
§25.1(0,  shall  be  amended  to  provide 
that  FDA  shall  prepare  an  environmental 
assessment  report  of  existing  regulations 
that  have  not  received  environmental 
analysis  when  that  is  necessary  to  the 
consideration  of  the  environmental  ef¬ 
fects  of  an  amendment,  supplement,  or 
exemption  concerning  an  existing  reg¬ 
ulation  proposed  after  the  effective  date 
of  this  order.  Environmental  assessment 
reports  prepared  by  the  agency  cm  exist¬ 
ing  regulations  pursuant  to  this  para¬ 
graph  may  govern  classes  of  regulations 
as  well  as  Individual  regulations.  Pro¬ 
posed  paragraphs  (i)  through  (k)  of 
§  25.1  are  redesignated  as  paragraphs 
(h)  through  (j),  respectively. 

New  §  25.1(c)  is  also  amended  to  pro¬ 
vide  that  environmental  analysis  of  exist¬ 
ing  regulations  or  approvals,  whether  or 
not  previously  subject  to  environmental 
considerati(m,  may  be  initiated  by  th% 
agency  when  an  amendment,  supple¬ 
ment,  or  exempti(xi  is  proposed  with  re¬ 
spect  to  such  regulation  or  approval  or 
when  there  is  new  information  before  the 
agency  with  respect  to  the  environmen¬ 
tal  effects  of  such  regulation  or  approval. 

New  §  25.1(c)  is  further  amended  to 
provide  that  under  the  environmental  as¬ 
sessment  of  existing  regulations  or  ap¬ 
provals  both  the  current  and  original  ap¬ 
plicants  or  petitioners  and  any  applicants 
or  petitioners  who  Initiated  those  regu¬ 


lations,  as  well  as  other  persons  governed 
by  such  regulations,  may  be  required  to 
submit  an  environmental  Impact  aiialysis 
report  provided  by  redesignated  §  25.1(h) 
when  notified  by  the  agency  that  one  is 
required. 

The  Commissioner  therefore  concludes 
that  approval  of  supplemental  new  ani¬ 
mal  drug  applications  shall  remain  in¬ 
cluded  in  §  25.1(f)  (1)  and  (2) .  For  those 
supplemental  new  drug  and  supplemen¬ 
tal  new  animal  drug  applications  that 
are  not  covered  by  the  exemption  from 
an  environmental  impact  analysis  report 
afforded  by  the  provisions  of  §  25.1(f). 
environmental  impact  analysis  reports 
are  required  pursuant  to  redesignated 
§  25.1(h). 

One  comment  suggested  that  the  words 
“or  are  not”  in  §  25.1(f)  (9)  render  the 
meaning  of  that  provision  imclear.  An¬ 
other  comment  suggested  that  the  word 
“produce”  in  this  paragraph  be  changed 
to  “release”  and  that  the  phrase  “or 
disposed  of  in  a  sanitary  landfill”  be 
added  to  the  paragraph. 

The  Commissioner  concludes  that 
§  25.1(f)  (9)  shall  be  clarified  and 
amended  to  include  disposal  of  all  arti¬ 
cles  regulated  by  FDA  that  do  not  involve 
any  toxic  substance.  Accordingly,  this 
section  is  amended  to  read:  “Destruction 
or  disposition  of  any  article,  including  its 
packaging,  if  it  does  not  contain  a  toxic 
substance,  and  will  not  produce  a  toxic 
substance  when  incinerated  or  disposed 
of  in  a  sanitary  landfill."  This  provision 
applies  to  all  such  articles  regardless  of 
the  type  of  article,  an)ount  involved,  or 
type  of  packaging,  and  regardless  of 
whether  the  disposition  results  from  sei¬ 
zure,  injunction,  detention,  or  recall. 

One  comment  proposed  that  the  lan¬ 
guage  of  §  25.1(f)  (3)  be  amended  to  in¬ 
clude  provisions  for  food -contact  articles 
intended  for  repeated  use  in  the  house¬ 
hold.  food  service  establishments,  or  food 
dispensing  equipment. 

The  Commissioner  concludes  that  such 
articles  are  intended  to  be  covered  by 
§25.1  (f)(3).  which  is  accordingly 
amended  to  read  as  follows:  “Approval 
of  food  additives  to  be  used  as  compo¬ 
nents  of  food-contact  surfaces  of  perma¬ 
nent  or  semipermanent  equipment  or  of 
other  food-contact  articles  intended  for 
repeated  use.” 

One  comment  proposed  that  §  25.30  be 
amended  to  provide  for  newspaper  public 
notice  of  the  availability  of  environ¬ 
mental  impact  statements  affecting  lim¬ 
ited  geographic  areas. 

The  Commissicmer  concludes  that  un¬ 
der  existing  §  25.30  (21  CPU  25.30)  the 
agency  is  authorized  to  and  will  provide 
notice  through  appropriate  media  to 
limited  geographic  areas  ccmceming  the 
availability  of  environmental  imp8K;t 
statements  affecting  such  areas. 

.With  respect  to  public  availability  of 
environmental  d(x;ument8,  the  Ccmimis- 
sioner  further  ccmcludes  the  following: 

a.  Existing  §  25.30  (a)  and  (b)  shall 
be  amended  to  provide  for  the  public 
availability  of  environmental  impact 
analysis  reports  and  environmental  as¬ 
sessment  reports  if  they  are  required;  in 
view  of  this  provision  and  the  aihend- 
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ment  to  the  proposed  S25.1<in'^.  pro¬ 
posed  §  25^ (d)  is  deleted; 

b.  Existlnc  9  25.25(a)(3)  (11)  and  <Ui) 
Is  amended  to  provide  for  the  public 
availability  of  envinmmental  assess¬ 
ments  when  prepared,  and  9  25.25(a) 
(3)  (vi).  which  Is  9  25.25(b)  in  this  final 
regulation.  Is  amended  to  provide  that 
the  notice  of  availability  of  the  environ¬ 
mental  impact  analysis  report,  state¬ 
ment  of  exemption,  and/or  the  envlr<m- 
mental  assessment  report  for  an  action 
that  Is  the  subject  of  a  notice  of  filing 
published  in  the  Pederai,  Register,  shall 
be  published  as  part  of  the  regulation 
should  the  agency  be  unable  to  complete 
Its  environmental  consideration  before 
the  notice  of  filing  must  be  published. 

One  comment  pn^iosed  that  effects  on 
public  health,  effects  on  endangered  spe¬ 
cies,  effects  on  historical  places,  and 
compliance  with  local  ordinances  be  in¬ 
cluded  in  the  item  entitled  “Human 
Values”  in  the  format  ot  an  environ¬ 
mental  Impact  analysis  report  in  redes¬ 
ignated  9  25.1  (J)  as  examples  of  such 
values. 

The  Commissioner  agrees  with  this 
proposal  and  redesignated  9  25.1<J)  is 
amended  accordingly. 

Additional  Agency  Change 

The  Commissioner  further  concludes. 
In  part  on  the  basis  of  comments  re¬ 
ceived,  that  the  following  additi(xial 
minor  language  and  procedural  changes 
shall  be  made  in  Part  25. 

The  phrase  “treatment  or  a  rare  di¬ 
sease”  In  9  25.1(f)  (1)  (1)  is  changed  to 
read  “treatment  of  a  rare  di6ea.se.” 

The  Instruction  in  an  environmental 
impact  analysis  report  to  mnit  any  data 
or  information  ccmstltutlng  trade  secrets 
or  confidential  Information  is  removed 
from  Uie  body  and  set  forth  at  the  out¬ 
set  of  the  format  for  the  report  in  item 
D  In  redesignated  9  2S.1(J). 

A  new  9  25.1  (k)  is  culded  to  advise  that 
additions^  direction  on  the  nature  and 
aoof>e  of  Information  required  to  be  sub¬ 
mitted  In  an  environmental  impact  anal¬ 
ysis  report  by  an  applicant  or  petitioner 
may  be  obtained  from  the  bureau  or 
other  office  of  the  agency  having  respcoi- 
slbmty  for  the  action  that  is  the  subject 
of  the  report. 

The  requirement  in  section  102(2)  (C) 
of  the  National  Environmental  Policy 
Act  of  1969  and  section  1500.8(a)  (6)  of 
the  Council  (m  Environmental  Quality 
guldeltoes  that  an  environmental  impact 
statement  analyze  the  relationship  be¬ 
tween  local  short-term  uses  of  man’s  en¬ 
vironment  with  respect  to  the  actlcm  in¬ 
volved  and  the  maintenance  and  en¬ 
hancement  of  long-term  productivity  Is 
Included  In  the  format  for  an  envlrcm- 
mental  Impact  statement  In  9  25.20(b)  as 
Item  ”6”;  the  remaining  items  In  the 
format  are  renumbered  accordingly. 

Animal  drugs  covered  by  a  Form  FD- 
1800  In  the  criterion  for  exemption  in 
9  25.1(f)  (2)  (1)  (d)  are  redesignated  as 
animal  feeds  bearing  or  containing  drugs 
approved  under  the  provisions  of  9  514.2 
or  9  514.9  (21  CFR  514.2  or  514.9) . 

Redesignated  9  25.1  (h)  and  (1)  are 
amended  to  specify  that  environmental 


impact  analysis  reports  sue  to  be  pre¬ 
pared  in  the  format  set  forth  In  redesig¬ 
nated  9  25.1(J). 

Section  25.1(f)  (1)  (Iv)  (b)  Is  chsmged 
to  read  “or,  if  it  is  metabolized,  the  me¬ 
tabolites  in  the  amounts  excreted  Into 
the  environment  are  naturally  occurring 
in  the  environment  or  (In  place  of 
“and”)  may  reasonably  be  considered  to 
be  nontoxic.”  If  the  metabolites  of  a 
naturally  occurring  nontoxic  article  are 
themselves  nontoxic  in  the  amounts  ex¬ 
creted  into  the  envir(Himent  and  meet 
the  requirements  of  9  25.1(f)  (1)  (iv)  (c), 
they  will  not  have  a  significant  effect  on 
the  quality  of  the  human  environment, 
whether  or  not  the  metabolites  are  nat¬ 
urally  occurriing  in  the  environment. 

Reference  to  an  abbreviated  new  ani¬ 
mal  drug  application  is  deleted  each  time 
it  appears  in  this  part  since  such  an 
application  is  not  authorized  by  any 
other  provision  of  this  chapter. 

Existing  9  25.25(a)  (2)  and  (5)  are  re¬ 
vised  to  provide  that  the  resp<Hisible 
agency  official  shall  forward  <x>pies  of 
draft  and  final  environmental  impact 
statements  to  the  Office  of  the  Secretary 
and  to  the  Coimcil  on  Ekivlronmental 
Quality  and  that  draft  and  final  state¬ 
ments  will  be  made  available  for  public 
inspection  in  the  office  of  the  Hearing 
Clerk. 

Section  55.1<b)(6>  is  revise  to  indi¬ 
cate  more  clearly  that  it  is  intended  to 
designate  actions  other  than  any  of  the 
other  types  of  actions  specified  in  para¬ 
graph  (b). 

In  the  Federal  Register  of  May  28, 
1976  (41  FR  21768),  the  Commissioner 
revoked  9  25.1(a)(3)  pursuant  to  the 
order  of  the  Honorable  John  H.  Pratt, 
United  States  District  Judge,  entered  in 
Environmental  Defense  Fund.  Inc.  v. 
Mathews.  410  F.  Supp.  336  (D.D.C..  1976) . 
This  regulation  provided  that  a  deter¬ 
mination  of  adverse  environmental  im¬ 
pact  pursuant  to  NEPA  did  not  provide  a 
basis  for  the  Commissioner  to  take  or 
withhold  action  under  the  laws  he  ad¬ 
ministers  unless  the  envircmmental  im¬ 
pact  was  related  to  adverse  health  conse¬ 
quences  or  other  effects  related  to  adul¬ 
teration  or  misbranding. 

On  October  31,  1975,  the  Environ¬ 
mental  Defense  Fund  brought  suit  seek¬ 
ing  to  invalidate  the  regulation.  In  ruling 
that  the  FDA  regulation  was  invalid. 
Judge  Pratt  held  that  NEPA  does  not 
supersede  the  agency’s  other  statutory 
duties  or  require  that  environmental 
consideration  be  favored  over  other  fac¬ 
tors,  but  that  it  does  provide  supple¬ 
mentary  authority  to  the  agency  to  act 
on  the  basis  of  all  environmental  con¬ 
siderations.  Because  the  Commissioner 
concluded  that  the  Court’s  ruling  is  not 
inconsistent  with  the  agency's  other 
statutory  obligations,  the  decision  was 
not  appealed. 

Subsequent  to  the  ruling  in  Environ¬ 
mental  Defense  Fund,  Inc.  v.  Mathews, 
supra,  holding  that  NEPA  provides  broad 
authority  for  the  agency  to  base  substan¬ 
tive  action  on  adverse  environmental  im¬ 
pact,  the  Supreme  Court’s  decision  in 
Flint  Ridge  Development  Co.  v.  Scenic 


Rivers  Association  of  Oklahoma. _ 

U  S. - 96  S.  Ct  2430  (1976),  held 

that  NEPA  does  not  authorize  the  De¬ 
partment  of  Housing  and  Urban  Devel¬ 
opment  to  suspend  the  effective  date  of  a 
statement  of  record  imder  the  Interstate 
Land  Sales  Full  Disclosure  Act  so  as  to 
give  HUD  time  to  prepare  an  Impact 
statement.  In  light  of  these  two  decisions, 
the  Commissioner  concludes  that  the 
weight  to  be  accorded  environmental  fac¬ 
tors  must  be  determined  on  a  case-by- 
case  basis.  After  the  agency  has  acquired 
experience  in  the  exercise  of  its  sub¬ 
stantive  authority  under  NEPA,  the  en¬ 
vironmental  regulations  may  be  amended 
to  establish  specific  criteria  for  the  ap¬ 
plication  of  such  authority. 

Having  considered  the  comments  re¬ 
ceived  and  other  relevant  information, 
the  Commissioner  concludes  that  the 
proposal,  with  changes,  should  ..c 
adopted  as  set  forth  below.  Accordingly. 
§  20.100(0)  (3)  is  editorially  amended  by 
cross-reference.  Section  25.1  is  amended 
by  revising  paragraph  (b)  (6) ;  by  detet- 
ing  the  words  “and  old  drug  monograph” 
in  paragraph  (b)  (8) ;  by  deleting  the 
words  “and  old  animal  drug  mono¬ 
graphs”  in  paragraph  (b)  (9) ;  by  revising 
paragraph  (b)  (10) ;  by  revising  and  re¬ 
designating  paragraph  (b)(13)  as  (b> 
(16)  and  adding  new  paragraphs  tb> 
(13),  (14)  and  (15);  by  revising  para¬ 
graph  (c) ;  by  deleting  paragraph  (d) 
(5) ;  by  revising  and  redesignating  exist¬ 
ing  paragraphs  (e),  (f),  (g),  <h)  and 
(i)  as  paragraphs  (h),  (i).  (j),  (1)  and 
(m)  respectively  and  adding  new  para¬ 
graphs  (e),  (f),  (g)  and  (k).  In  revised 
and  redesii^ated  paragraph  (i) ,  the  word 
“recalled”  has  been  added  and  the  words 
“banned  by  regulation”  have  been  de¬ 
leted  immediately  following  the  words 
“detained,  or.”  Section  25.25  is  amended 
by.  revising  paragraph  (a)(2).  (3)  (ID. 
and  (5) ;  by  redesignating  paragraph  (b> 
as  paragraph  (c) ;  by  revising  and  re¬ 
designating  paragraph  (a)  (3)  (vi)  as  new 
paragraph  (b) ;  by  edltoriaUy  amending 
and  redesignating  paragraph  (c)  as 
paragraph  (e) ;  and  by  adding  new  para¬ 
graph  (d).  In  9  25.30.  paragraphs  (a) 
and  (b)  are  amended  and  new  para¬ 
graphs  (c)  and  (d)  are  added. 

Therefore,  imder  the  National  Envi¬ 
ronmental  Policy  Act  of  1969  (sec.  102(2) 
(C).  83  Stat.  853  (42  U.S.C.  4332) ) ;  and 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  (sec.  701,  52  Stat.  1055-1056  as 
amended  (21  U.S.C.  371) ) ;  Pair  Pack¬ 
aging  and  Labeling  Act  (sec.  2  et  seq.,  80 
Stat.  1296  (et  seq.  (15  U.S.C.  1451  et 
seq.))  the  Public  Health  Service  Act 
(secs.  301,  351,  352,  454-360F,  58  Stat. 
691  as  amended,  702  as  amended  by  81 
Stat.  536,  82  Stat.  1173-1187  (42  U.S.C. 
241,  262,  263-263n));  and  under  au¬ 
thority  delegated  to  the  Ctommlssloner 
(21  CFR  5.1).  Parts  20  and  25  of  Sub¬ 
chapter  A  and  Part  601  of  Subchapter  F 
are  amended  as  f<^(^:* 

PART  20 — PUBLIC  INFORMATION 
§  20.100  [Amended] 

1.  In  Part  20.  by  amending  9  20.100(o) 
(3)  by  deleting  tlie  reference  to  “25.1  (h)  *. 
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PART  25— EMVmONMB«ITAL  IMPACT 
CONSIDERATIONS 

2.  In  Part  25:  by  revlsln*  S  25.1  to  read 
as  follows: 

g  25.1  Applicability. 

(a)  (1)  An  environmental  Impact  state¬ 
ment  shall  be  prepared,  circidated,  and 
filed  pursuant  to  sectitm  102(2)  (C)  of  the 
National  Environmental  Policy  Act  of 
1969  for  every  major  agency  action  that 
significantly  affects  the  quality  of  the 
human  environment. 

(2)  Agency  decisions  shall  include  a 
careful  consideration  of  all  environ¬ 
mental  effects  of  proposed  actions. 

(b)  The  need  for  preparing  an  envi¬ 
ronmental  impact  statement  shall  be 
considered  for  the  following  agency  ac¬ 
tions  pursuant  to  environmental  criteria 
established  by  the  agency  and  the 
department. 

(1)  Recommendations  or  reports  made 
to  Congress  on  proposals  for  legislation 
in  Instances  where  the  agency  has  pri¬ 
mary  responsibility  for  the  subject  mat¬ 
ter  involved: 

(2)  Destruction  of  articles  condemned 
after  seizure  or  enjoined; 

(3)  Destruction  of  articles  following 
detention  or  recall  at  agency  request ; 

(4)  Disposition  of  Food  and  Drug  Ad¬ 
ministration  laboratory  waste  materials : 

(5)  Issuance  of  licenses  for  biological 
products: 

(6)  Establishment  by  regulation  of 
labeling  or  other  requirements  for  mar¬ 
keting  articles  other  than  through  any 
of  the  other  types  of  actions  specified  in 
this  paragraph; 

(7)  Establislunoit  by  regulation  of 
standards  for  articles  (except  food 
standards) ; 

(8)  Approval  of  new  drug  and  abbre¬ 
viated  new  drug  applications; 

(9)  Approval  of  new  animal  drug 
applications; 

(10)  Approval  of  requests  to  provide 
for  certification  of  new  antibiotic  drugs 
for  which  no  provision  for  certification  is 
made  in  the  existing  regulations  in  this 
chapter: 

(11)  Approval  of  food  additive  peti¬ 
tions; 

(12)  Approval  of  color  additive  peti¬ 
tions; 

(13)  Intramural  or  extramursd  re¬ 
search  supported  in  whole  or  in  part 
through  grants  and  contracts  (except 
biostatistical  and  epidemiological 
studies) ; 

(14)  Actions  regarding  investigational 
new  drug  notices  and  investigational 
new  animal  drug  notices; 

(15)  Amendments  or  exemptions  with 
respect  to  existing  regulations  and  ap¬ 
proval  of  supplements  to  existing  approv¬ 
als  of  any  of  the  types  of  regulations  and 
approvals  specified  in  this  paragraph; 

(16)  Actions  to  establish  or  amend 
policy,  other  regulations,  or  agency  pro¬ 
cedures  that  could  significantly  affect  the 
quality  of  the  human  environment. 

(c)  ( 1 )  The  need  for  preparing  an  en¬ 
vironmental  impact  statement  for  exist¬ 
ing  regulations  or  approvals  of  any  of  the 
t3a>es  specified  in  paragraph  (b)  of  this 
section  that  have  not  previously  received 


environmental  analysis  shall  be  consid¬ 
ered  ^en  that  is  necessary  to  the  con¬ 
sideration  of  the  environmental  effects 
of  an  amendment,  supplement,  or  exemp¬ 
tion  proposed  with  respect  to  such  a 
r^ulatlon  or  t^proval.  Bkivironmental 
assessment  reports  prepared  by  the 
agency  on  existing  regulations  pursuant 
to  this  paragraph  and  paragraph  (m)  of 
this  section  may  govern  classes  of  exist¬ 
ing  regulations  as  well  as  existing 
individual  regulations.  For  existing  reg¬ 
ulations  or  approvals  for  which  an 
amendment,  supplement,  or  exemption  is 
proposed: 

(1)  The  current  applicant  or  petitioner 
shall  submit  an  environmental  impact 
analysis  report  as  provided  by  paragraph 
(h)  of  this  section  with  respect  to  the 
existing  regulation  or  approval  if  notified 
by  the  agency  in  writing  that  one  is  re¬ 
quired; 

(ii)  Any  applicant  or  petitioner  who 
initiated  the  existing  regulation,  if  differ¬ 
ent  from  the  current  applicant  or  peti¬ 
tioner,  and  other  persons  governed  by 
such  regulations  or  approvals  shall  sub¬ 
mit  an  environmental  impact  analysis 
repert  as  provided  by  paragraph  (h)  of 
this  section  with  respect  to  the  existing 
regulation  or  approval  if  notified  by  the 
agency  in  writing  that  one  is  required. 

(2)  The  need  for  preparing  an  environ¬ 
mental  impact  statement  for  existing 
regulations  or  approvals  of  any  of  the 
types  specified  in  paragraph  (b)  of  this 
section,  whether  or  not  previously  subject 
to  environmental  analysis,  may  be  con¬ 
sidered  by  the  agency  when  an  amend¬ 
ment,  supplement,  or  exemption  is  pro¬ 
posed  with  respect  to  such  regulation  or 
approval  or  if  there  is  new  Information 
before  the  agency  with  respect  to  the  en¬ 
vironmental  effects  of  such  regulation  or 
approval. 

(d)  The  agency  has  carefully  con¬ 
sidered  the  environmental  effects  of  the 
following  types  of  actions  and  has  con¬ 
cluded  that  since  they  are  not  major 
agency  actions  slgnificantiy  affecting 
the  quality  of  the  human  environment, 
environmental  lmp>act  statements  are 
not  required  for  them: 

(1)  Recommendations  for  court  action 
concerning  fo(xls,  drugs,  devices,  cos¬ 
metics,  and  electronic  products; 

(2)  Factory  Inspjectlons; 

(3)  Seafood  inspiections;  and 

(4)  Issuance,  amendment,  or  repeal  of 
food  standards. 

(e)  After  further  review  of  the  classes 
of  actions  the  agency  takes,  other  typies 
of  actions  will  be  identified  which 
normally  are  not  major  agency  actions 
significantly  affecting  the  quality  of  the 
human  environment  and  which  will 
therefore  be  exempt  from  the  require¬ 
ments  of  this  part  to  the  extent  spiecified 
in  pmragraphs  (f )  and  (g)  of  this  section. 

(f)  The  agency  has  considered  the 
environmental  effects  of  the  following 
types  of  actions  and  has  concluded  that, 
because  these  actions  normally  do  not 
significantly  affect  the  quality  of  the  hu¬ 
man  environment,  environmental  impiact 
statements,  except  in  rare  and  imiisual 
circiunstances,  are  not  required; 

(1)  Approval  or  issuance  by  the 
agency  of  new  drug  applications,  ab¬ 


breviated  new  drug  apipdlcations,  supple¬ 
mental  new  drug  applications,  requests  to 
provide  for  certification  of  new  anti¬ 
biotic  drugs,  new  animal  drug  apiplica- 
tions,  supplemental  new  animal  drug  ap¬ 
plications,  food  additive  p>etltions,  color 
additive  pjetiticms,  or  biological  product 
licenses  for  the  following  articles: 

(i)  A  drug,  animal  drug,  or  biological 
product  intended  for  use  in  the  preven¬ 
tion,  diagnosis,  or  treatment  of  a  rare 
disease,  for  infrequent  use,  or  for  iise  in 
insignificant  amounts  (taking  into  ac¬ 
count  projected  effects  on  animal  or 
man) ; 

(ii)  An  animal  drug  intended: 

(a)  For  use  in  non-food  animals; 

(b)  For  ophthalmic  or  top>lcal  iq>pllca- 
tion; 

(c)  For  local  and  general  anesthesia; 

(d)  For  use  as  an  in  vitro  diagnostic 
product;  or, 

(e)  For  pharmacological  use: 

(1)  Under  prescription  on  a  limited 
number  of  afiimals;  or 

(2)  In  the  treatment  of  a  disease  or 
condition  which  requires  individual  dose 
administration;  or 

(3)  In  animals  which  metaboliae  the 
drug  so  that  no  significant  quantities  of 
the  drug  are  excreted  into  the  environ¬ 
ment. 

(Ill)  A  drug,  animal  drug,  or  biological 
product,  which,  in  chemical  structure  or 
biological  composition,  or  known  phar- 
mMological  properties  and  indications 
for  use,  is  identical,  similar,  or  related 
to  a  drug,  animal  drug,  or  biological 
product  which  is  already  being  mariceted, 
and  there  is  no  reason  to  conclude  that 
the  marketing  of  such  an  additional 
drug,  animal  drug  or  biological  product 
will  change  the  overall  use  pattern  or  the 
existing  market  for  the  article  Involved: 

(iv)  A  drug,  animal  drug,  food  addl- 
'tive,  color  additive,  or  biological  product 
which  meets  all  of  the  following  criteria: 

(o)  The  article  is  composed  of  a  sub¬ 
stance  or  its  derivatives  that  naturally 
occurs  in  the  environment  and  that  may 
reasonably  be  considered  to  be  nontoxic 
in  the  amounts  used; 

(b)  The  article  is  not  metabolized  in 
its  use  and  is  excreted  unchanged  back 
into  the  environment  or,  if  it  is  metab¬ 
olized,  the  metabolites  in  the  amounts 
excreted  into  the  environment  are  na¬ 
turally  occurring  in  the  environment  or 
may  reasonably  be  considered  to  be  non- 
toxic;  and 

(c)  The  use  of  the  article  can  reason¬ 
ably  be  expected  on  the  basis  of  all  avail¬ 
able  evidence,  not  to  alter  significantly 
the  prevalence  and/or  distribution  of  the 
substance  or  its  derivatives  or  their  me¬ 
tabolites  in  the  environment. 

(v)  A  food  additive  to  be  used  as  a 
minor  constituent  of  food-packaging  ma¬ 
terial  which  meets  all  of  the  following 
criteria: 

(a)  The  food  additive  will  not  mate¬ 
rially  change  the  potential  uses  of  the 
packaging  material  to  which  it  is  added; 

(b)  The  additive  is  intended  as  a  re¬ 
placement  for  a  similar  substance  al¬ 
ready  in  use; 

(c)  The  additive  is  used  in  small  con¬ 
centrations  and  normally  will  not  sig¬ 
nificantly  affect  the  environmental  im- 
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pact  of  the  disposal  of  the  packaging 
material  to  which  It  Is  added;  and. 

(d)  The  use  of  the  additive  and  the 
ultimate  disposal  of  the  packaging  ma¬ 
terial  to  which  It  is  added  normally  will 
not  significantly  alter  the  prevalence 
and/or  distribution  in  the  envircmment 
of  the  elements  of  which  the  additive  Is 
composed. 

(2)  Approval  of  new  animal  drug  ap- 
plicaticms  and  sui^lemental  new  nnlmal 
dnig  applications  for: 

(I)  The  following  tj^pes  of  drugs  used 
In  animal  feeds: 

(a)  A  combination  of  previously  ap¬ 
proved  animal  drugs  which  provides  for 
no  more  than  the  dosage  levels  and 
makes  the  same  claims  as  the  approved 
drugs: 

(b)  A  new  premix  for  a  previously  ap¬ 
proved  animal  drug  which  provide  tor 
no  mme  than  the  dosage  levels,  duration 
of  administration,  and  makes  the  same 
claims  as  the  approved  premix  for  the 
previously  approved^  new  animal  drug. 

(c)  An  animal  drug  to  be  distributed 
imder  conditions  at  i4>proval  of  a  previ¬ 
ously  approved  animal  drug;  and 

(d)  An  animal  feed  bearing  or  con¬ 
taining  a  drug  approved  by  the  provi¬ 
sions  of  §§  514.2  or  514.9  of  this  cht^ter. 

(II)  An  animal  drug  for  administra¬ 
tion  other  than  In  animal  feed  to  be  dis¬ 
tributed  imder  conditions  of  approval  of 
a  previously  {proved  animal  dnig. 

(3)  Approval  of  food  additives  to  be 
used  as  components  of  food-contact  sur¬ 
faces  of  permanent  or  seml-permanent 
equipment  or  of  other  food-contact  ar¬ 
ticles  Intended  for  repeated  use : 

(4)  Promulgation  of  monographs  for 
old  drugs,  old  animal  drugs,  over-the- 
counter  (OTC)  drugs,  or  in  vitro  diag¬ 
nostic  products; 

(5)  Promulgation  of  antibiotic  drug 
monographs; 

(6)  AiH>n>val  of  color  additive  peti¬ 
tions  to  change  provisional  listings  to 
permanent  listings; 

(7)  Testing  and  certification  of 
batches  of  color; 

(8)  Promulgation  of  additional  stand¬ 
ards  for  licensed  biological  products; 

(9)  Destruction  or  disposition  of  any 
article.  Including  Its  packaging.  If  it  does 
not  contain  a  toxic  substance,  and  will 
not  produce  a  toxic  substance  when  In¬ 
cinerated  or  disposed  of  In  a  sanitary 
lanctnil; 

(10)  Training  grants  and  contracts; 

.  (11)  Actions  regarding  Investigational 
new  drug  notices  and  Investigational  new 
animal  drug  notices.  Including  food  ad¬ 
ditives  used  pursuant  to  investigational 
new  animal  drug  notices  tmder  $  511.1  of 
this  chapter; 

(12)  Establishment  by  regulation  of 
labeling  requirements  for  marketing 
drugs,  animal  drugs,  foods,  and  cosmet¬ 
ics. 

(g)  Whenever  a  person  submits  an  ap¬ 
plication  or  petition  requesting  action  by 
the  agency  of  any  of  the  tsrpes  specified  In 
peragnqph  (f )  of  this  section,  or  proposes 
to  destroy  an  article  as  provided  in  para¬ 
graph  (f)  (9)  of  this  section,  iie  is  not  re¬ 
quired  to  submit  an  environmental  Im¬ 
pact  analysis  report  on  the  requested  ac¬ 


tion  pursuant  to  i>aragTaphs  (h)  or  U) 
of  this  section  imless  the  agency  notifies 
him  In  writing  that  one  Is  required.  How¬ 
ever.  siich  i^llcant  or  petitioner  shall 
submit  a  statement  of  exemption  con¬ 
taining: 

(DA  statement  Indicating  the  appro¬ 
priate  subparagraph  of  paragraph  (f)  of 
this  section  which  warrants  exemption 
from  the  requirement  of  an  environmen¬ 
tal  Impact  analysis  report;  and 

(2)  For  actions  specified  In  para- 
grai^  (f)  (1)  through  (3)  and  (11)  of 
this  section,  an  analysis  of  the  environ¬ 
mental  effects  of  the  manufacturing 
process  of  the  article  that  Is  the  subject 
of  the  requested  action,  which  shall  In¬ 
clude: 

(I)  An  identification  of  the  poUutants 
expected  to  be  emitted; 

(II)  A  citation  of  ai^llcable  Federal, 
state,  and  local  emission  requirements; 
and 

(ill)  A  certification  that  such  emis¬ 
sion  will  ccanply  with  said  requirements. 

(h)  Except  as  provided  by  paragraph 
(g)  of  this  section,  whenever  a  person 
submits  any  application  or  petition  re¬ 
questing  action  by  the  agency  of  a  type 
specified  in  ptaragraph  (b)  of  this  sec¬ 
tion,  he  shall  Include  an  enviroiunental 
Impact  analysis  report  on  the  requested 
action  In  the  format  prescribed  in  para¬ 
graph  (J)  of  this  section.  Failure  to  sub¬ 
mit  an  adequate  environmental  lmpcM;t 
analysis  report  or  statement  of  exemp¬ 
tion  in  an  application  or  petition,  if  one 
is  required,  shall  be  sufficient  grounds  to 
refuse  to  accept  or  file  the  application  or 
petition. 

(1)  Elxcept  as  provided  by  paragraph 
(g)  of  this  section,  whenever  a  manu¬ 
facturer,  distributor,  or  dealer  proposes 
to  destroy  a  food,  drug,  cosmetic,  device, 
or  electronic  product  that  has  been  con¬ 
demned,  enjoined,  detained,  or  recalled, 
he  shall  sulxnit  to  the  agency  an  en¬ 
vironmental  Impact  analysis  report  In 
the  format  inscribed  In  paragraph  (J) 
of  this  section  analyzing  the  environ¬ 
mental  impact  of  the  dtsposition  of  such 
article. 

( J )  An  environmental  impact  analy  - 
sis  report  shall  be  prepared  in  the  fol¬ 
lowing  format; 

Environmental  Impact  Analysis  Report 

A.  Date: 

B.  Name  of  applicant,  petitionee  : 

C.  Address: 

D.  Environmental  information  (Omit  any 
data'or  information  constituting  trade  secrets 
or  confidential  Information.  Befer  to.  Instead, 
the  appropriate  part  of  the  detailed  state¬ 
ment  accompcmylng  your  appllcatlon/petl- 
tlpn.) 

1.  Describe  the  proposed  action.  In  this  de¬ 
scription  Include : 

a.  The  purpose  of  the  action. 

b.  The  environment  to  be  affected  if  the 
action  Is  taken. 

2.  Discuss  the  probable  impact  of  the 
proposed  action  on  the  environment,  in¬ 
cluding  primary  and  secondary  consequences. 

a.  Describe  probable  adverse  and  bene¬ 
ficial  environmental  effects  of  the  use,  (x>n- 
sumptlon  and  disposal  of  the  article  that 
Is  the  subject  of  the  action.  Including  but 
not  limited  to  the  following  areas  of  envi¬ 
ronmental  Impact  (where  applicable) : 

( 1 )  Pollution  (air,  water,  soil) . 


(2)  Solid  and  liquid  wastes  (compliance). 

(3)  Toxic  substances  (heavy  metals,  pesti¬ 
cides.  radiation). 

(4)  Populations  (human,  animal,  plant). 

(5)  Human  values  (e.g.,  effects  on  public 
health,  effects  on  endangered  species,  effects 
on  historical  places,  and  compliance  with 
local  ordinances). 

(6)  Food  contamination. 

(7)  Natural  resources. 

(8)  Energy. 

b.  Describe  measures  taken  to  avoid  or 
mitigate  potential  adverse  environmental 
effects. 

c.  Analyze  the  environmental  impact  of 
the  manufacturing  process  (es)  of  the  article 
that  Is  the  subject  of  the  requested  action. 
Include: 

(1)  An  Identification  of  pollutr.nt.'-  ex¬ 
pected  to  be  emitted; 

(2)  A  citation  of  applicable  Federal,  state 
and  local  emission  requirements;  and. 

(3)  A  certification  that  such  emis.sion 
compiles  with  said  requirements.  Where 
there  are  no  applicable  Federal,  state  or 
local  emission  requirements,  citation  and 
certification  shall  be  made  to  appropriate 
Industry,  advisory,  or  voluntary  standards 
acceptable  to  the  agency. 

d.  Specific  data.  Including  pertinent  ref¬ 
erences,  ahall  be  Included  to  substantiate 
the  Information  provided  above. 

3.  Describe  the  probable  adverse  eniHron- 
mental  effects  that  cannot  be  avoided.  Iden¬ 
tify  the  adverse  environmental  effects  that 
cannot  be  avoided  even  when  the  precau¬ 
tionary  measures  outlined  In  item  2  are 
taken. 

4.  Evaluate  alternatives  to  the  proposed 
action.  Describe  In  detail  the  environmental 
Impact  of  all  reasonable  alternatives  to  the 
proposed  action,  particularly  those  that  will 
enhance  the  quality  of  the  environment  and 
avoid  some  or  all  of  the  adverse  environ¬ 
mental  effects  of  the  proposed  action.  Dis¬ 
cuss  In  detail  the  environmental  benefits  and 
risks  of  each  such  alternative. 

5.  Describe  the  relationship  between  local 
short-term  use  of  the  environment  with  re¬ 
spect  to  the  proposed  action  and  the  main¬ 
tenance  and  enhancement  of  long-term  pro¬ 
ductivity.  Discuss  the  extent  to  which  the 
proposed  action  Involves  trade-offs  between 
short-term  gains  at  the  expense  of  cumula¬ 
tive,  long-term  environmental  losses  and 
discuss  the  extent  to  which  the  proposed  ac¬ 
tion  may  foreclose  further  options  for  utiliz¬ 
ing  environmental  resources.  Special  atten¬ 
tion  should  be  given  to  environmental  effects 
that  reduce  the  range  of  beneficial  uses  of 
the  environment  or  pose  long-term  risks  to 
health  or  safety. 

6.  Describe  any  irreversible  and  irretriev¬ 
able  commitment  of  resources  that  would 
be  involved  if  the  proposed  action  should  be 
implemented.  The  term  “resource”  should 
not  be  construed  to  be  only  the  labor  and 
materials  devoted  to  a  proposed  action.  “Re¬ 
source"  also  means  the  natural  resources 
committed  to  loss  or  destruction  by  the  ac¬ 
tion.  If  no  Irreversible  or  Irretrievable  com¬ 
mitment  of  resources  will  result,  so  state 

7.  Discuss  the  objections  raised  by  other 
agencies,  organizations,  or  individuals  that 
are  known  to  the  applicant.  It  no  such  ob¬ 
jections  are  known,  so  Indicate. 

8.  If  the  proposed  action  should  be  taken 
prior  to  90  days  from  the  circulation  of  a 
draft  environmental  impact  statement  or  30 
days  from  the  filing  of  a  final  environmental 
impact  statement,  explain  why. 

9.  Risk-benefit  analysis.  Prepare  a  risk- 
benefit  analysis  to  determine  whether  the 
economic,  technical,  and  health  benefits  to 
the  public  of  the  proposed  action  will  out¬ 
weigh  the  action’s  potential  risks  to  the  en¬ 
vironment.  Where  practicable,  benefits  and 
risks  should  be  quantified,  or,  if  described 
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qualitatively,  presented  In  a  manner  that  will 
permit  an  objective  Judgment  of  their  value. 
This  analysis  should  summarize  the  data  pre¬ 
sented  In  the  previous  sections  and  should 
present  the  reasons  why  the  proposed  action, 
when  considered  in  its  totality.  Is  preferable 
to  other  alternatives. 

E.  Certification.  The  undersigned  appli¬ 
cant  petitioner  certifies  the  Information  fur¬ 
nished  in  this  Environmental  Impact  Anal¬ 
ysis  Report  Is  true,  accurate,  and  complete 
to  the  best  of  his  knowledge. 


(Date)  (Signature  of 

responsible  official) 


(Title) 

<  k  t  Additional  direction  on  tlie  nature 
and  scope  of  information  required  to  be 
submitt^  in  an  environmental  impact 
analysis  report  by  an  applicant  or  peti¬ 
tioner  may  be  obtained  from  the  bureau 
or  other  ofiBce  of  the  agency  having  re- 
sponsibihty  for  the  action  that  is  the  sub¬ 
ject  of  the  report. 

(l)  Data  and  information  that  con¬ 
stitute  trade  secrets  or  confidential  in¬ 
formation  under  Part  20  of  this  chapter 
shall  not  be  included  in  an  environ¬ 
mental  impact  analysis  report  prepared 
pursuant  to  paragraph  (h)  of  this  sec¬ 
tion,  in  statements  of  exemption  pre¬ 
pared  pursuant  to  paragraph  (g)  of  this 
section,  in  environmental  assessment  re¬ 
ports  prepared  pursuant  to  paragraph 
(m)  of  this  section,  or  in  environmental 
impact  statements  prepared  pursuant  to 
§  25.25(a). 

(m)  Upon  receipt  of  an  environmental 
impact  analysis  report  or  statement  of 
exemption  from  an  applicant  or  peti¬ 
tioner  or  other  affected  person  pursuant 
to  paragraphs  (c),  (g),  or  (h)  of  this 
section,  the  responsible  agency  official 
shall  prepare  an  environmental  assess¬ 
ment  report  based  on  the  pertinent  en¬ 
vironmental  impact  analysis  report  or 
statement  of  exemption  and  any  other 
relevant  information,  stating  whether  an 
environmental  impact  statement  is  re¬ 
quired  for  the  action  and  the  reasons  for 
this  conclusion,  and  shall  prepare  an 
environmental  impact  statement  pur¬ 
suant  to  §  25.25(a)  if  one  is  required. 

3.  By  amending  §  25.20  by  adding  new 
paragraph  (a)(8),  and  in  the  environ¬ 
mental  impact  statement  format  in 
paragraph  (b)  by  redesignating  items 
6,  7,  8,  and  9  as  7,  8,  9,  and  10  respectively 
and  adding  a  new  item  6,  as  follows : 

§  25.20  Content  and  format  of  environ¬ 
mental  impart  statements. 

(a)  *  *  • 

(8)  A  risk -benefit  analysis  must  be  in¬ 
cluded,  analyzing  what  benefits  of  the 
proposed  action  offset  any  probable  ad¬ 
verse  environmental  effects  of  the  ac¬ 
tion.  The  analysis  should  also  Indicate 
the  extent  to  which  these  benefits  could 
be  realized  by  following  reasonable  al¬ 
ternatives  to  the  proposed  action  as  de¬ 
scribed  in  paragraph  (a)  (4)  of  this  sec¬ 
tion  that  would  avoid  some  or  all  of  any 
adverse  environmental  effects. 


(b)  •  •  • 

(“DzArr"  OS  “Pinal**)  Bnvibonickntal  Im¬ 
pact  Statemknt,  Food  and  Db-do  Asmin- 

XSTBATION  (RESPONBIBLB  OPOtATINO  DIVI¬ 
SION) 

•  •  •  •  • 

6.  Describe  the  relationship  between  local 
short-term  uses  ot  the  environment  with 
respect  to  the  action  and  the  maintenance 
and  enhancement  of  long-term  productivity. 

7.  Describe  any  irreversible  and  irretriev¬ 
able  commitments  of  resources  Involved  In 
implementing  the  action. 

8.  Where  appropriate,  evaluate  any  objec¬ 
tions  to  the  action  raised  by  interested  per¬ 
sons. 

9.  (a)  For  draft  statements,  state  the  date 
and  form  of  Fedeeal  BaoxsTKa  publloation 
by  which  comments  are  being  requested  from 
aU  Interested  persons  and  attach  a  copy  of 
the  notice. 

(b)  For  final  statements,  list  all  persons 
from  whom  written  comments  have  been 
received  and  attach  a  copy  of  each. 

10.  Give  the  date  that  the  draft  or  final 
statement  was  made  available  to  the  Council 
on  Environmental  Quality  and  to  the  public. 

4.  By  revising  §  25.25  to  read  as  follows: 

§  25.25  Frepurution  and  review  proce¬ 
dures. 

(a)  When  it  is  determined  that  an 
environmental  impact  statement  is  re¬ 
quired,  the  statement  shall  be  prepared 
as  follows: 

(1)  Preparation  of  draft  environ¬ 
mental  impact  statement.  A  draft  en¬ 
vironmental  Impact  statement  shall  be 
prepared  by  the  responsible  agency  offi¬ 
cial  as  designated  in  S  6.4.  When  appro¬ 
priate  during  the  preparation  of  a  draft 
environmental  impact  statement,  the  re¬ 
sponsible  agency  official  shall  consult 
with  Federal,  State,  and  local  officials 
and  other  interested  persons. 

(2)  Distribution  of  draft  environmen¬ 
tal  impact  statements.  After  the  respon¬ 
sible  agency  official  has  prepared  a  draft 
environmental  impact  statement,  he 
shall  forward  10  copies  of  the  draft 
statement  to  the  Office  of  the  Secretary 
and  5  copies  to  the  Council  on  Environ¬ 
mental  <^aHty.  At  the  same  time  the 
draft  statement  will  be  made  available 
for  public  inspection  in  the  office  of  the 
Hearing  Clerk. 

(3)  Solicitation  of  comments,  (i)  After 
the  preparation  and  distribution  of  a 
draft  environmental  impact  statement, 
comments  will  be  solicited  from  all  in¬ 
terested  persons.  Sixty  days  are  allowed 
for  reply,  after  which  it  is  presumed  that 
no  comments  will  be  made  unless  a 
specified  extension  of  time  is  requested. 

(li)  Where  the  subject  of  a  draft  en¬ 
vironmental  impact  statement  is  also  the 
subject  of  a  notice  c  :  proposed  rule  njak- 
ing,  the  Federal  Register  notice  of  pro¬ 
posed  rule  making  shall  state  that  the 
environmental  impact  analysis  report, 
environmental  assessment  report,  and 
the  draft  environmental  Impact  state¬ 
ment  are  available  upon  request,  and 
shall  solicit  comments  from  all  interested 
persons. 


(ill)  Where  the  subject  of  a  draft  en¬ 
vironmental  impact  statement  is  not  sdso 
the  subject  of  a  notice  of  proposed  rule 
making  published  in  the  Federal  Reg¬ 
ister,  a  notice  will  be  published  in  the 
Federal  Register  describing  the  pro¬ 
posed  action,  stating  that  the  environ¬ 
mental  impact  analysis  report,  environ¬ 
mental  assessment  report  and  the  draft 
environmental  impact  statement  are 
available  upon  request,  and  soliciting 
comments  by  all  interested  persons. 

(iv)  Comments  shall  be  solicited  from 
Federal  agencies  having  jurisdiction  by 
law  or  special  expertise  with  respect  to 
the  environmentsJ  impact  of  a  proposed 
action  by  sending  them  a  copy  of  a  draft 
environmental  impact  statement. 

(v)  All  comments  on  draft  environ¬ 
mental  impact  statements  shall  be  sub¬ 
mitted  in  quintuplicate  to  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Department  of  Health,  Educatiem,  and 
Welfare,  Rm.  4-65,  5600  Fishers  Lane, 
Rockville,  MD  20857,  where  they  shall 
be  available  for  public  Inspection  during 
working  hours,  Monday  through  Friday. 

( 4)  Time  for  consideration  prior  to  de¬ 
cision.  Draft  environmental  impact 
statements  shall  be  prepared,  forwarded 
to  the  Council  on  Ekivironmental  Quality, 
and  made  available  to  the  public  early 
enough  in  the  consideration  of  the  pro¬ 
posed  action  to  permit  meaningful  re¬ 
view  of  the  enidronmental  issues  in¬ 
volved.  To  the  maximum  extent  practi¬ 
cable,  no  final  action  shall  be  taken  on 
the  proposed  earlier  than  90  days  after  a 
draft  environmental  impact  statement 
has  been  prepared,  forwarded  to  the 
Council,  and  made  available  to  the  pub¬ 
lic. 

(5)  Final  environmental  impact  state¬ 
ments.  Ihe  final  text  of  an  environ¬ 
mental  impact  statement  shall  be  pre¬ 
pared  by  the  responsible  agency  official 
after  comments  on  the  draft  statement 
have  been  reviewed  and  shall  receive  full 
consideratiim  in  the  agency’s  decision 
making  process.  The  responsible  agency 
official  shall  forward  10  copies  of  the 
final  statement  to  the  Office  of  the  Sec¬ 
retary  and  5  copies  to  the  Council  £»  En¬ 
vironmental  Quality,  and  copies  of  the 
final  statement  shall  be  made  available 
for  public  inspection  in  the  office  of  the 
Hearing  Clerk.  To  the  maximum  extent 
practicable,  no  agency  action  shall  take 
place  earlier  than  30  days  after  the  final 
statement  has  been  forwarded  to  the 
Coimcil  on  Environmental  Quality  and 
made  available  to  the  public.  Where  the 
subject  of  a  final  statement  is  also  the 
subject  of  a  regulation  published  in  the 
Federal  Register,  this  latter  require¬ 
ment  may  be  met  by  simultaneous  pub¬ 
lication  of  a  notice  of  availability  of  the 
final  statement  and  the  regulaticm,  pro¬ 
vided  the  regulation  becomes  effective  bX 
least  30  days  after  date  of  publication.  ' 

(6)  Where  the  subject  of  an  environ¬ 
mental  impact  statement  is  an  agmey 
action  governed  by  specific  time  require¬ 
ments  imder  statute  or  regulation,  every 
effort  shall  be  made  to  comply  with  the 
provisions  of  this  part  within  the  time 


FEDERAL  REGISTER,  VOL.  42,  NO.  73 — FRIDAY,  APRIL  15,  1977 


lULES  AND  lEGULATIONS 


19993 


qDecified.  and  those  time  requirements 
■haU  be  extended  only  as  long  as  Is  ab¬ 
solutely  necessary  to  permit  the  agency 
to  consider  or  Issue  an  envlnMimental 
Impact  statement  of  the  actl<m. 

(b)  When  the  responsible  agency  offi¬ 
cial  concludes  that  no  envlnmmental 
impact  statement  Is  necessary  and  the 
proposed  action  Is  the  subject  of  a  notice 
of  prc^osed  rule  making  or  a  notice  of 
filing  published  In  the  Psdkral  Register 
notice  shall  state  that  no  environmental 
Impact  statement  Is  necessary  and  that 
the  envlrcmmental  Impact  analysis  re¬ 
port,  statement  of  exemption,  and  envi¬ 
ronmental  assessment  report  as  appll- 
eable,  are  available  upon  request.  Should 
ttie  responsible  agency  official  be  unable 
to  complete  envircximental  ocmsideration 
of  the  proposed  actlcm  before  the  notice 
of  filing  must  be  published,  the  Federal 
Register  regulation  rather  than  the 
notice  of  filing  shall  state  that  no  envi- 
roeunental  Impact  statement  Is  neces¬ 
sary  and  that  the  environmental  Impact 
analysis  report,  statement  (rf  exemption 
and  environmental  assessment  r^x>rt  as 
applicable,  are  available  upon  request. 

(c)  When  the  proposed  action  Involves 
destruction  of  condemned,  enjoined,  de¬ 
tained  or  recalled  articles  or  dlspKKltlon 
erf  Food  and  Drug  Administration  labo¬ 
ratory  waste  materials,  the  agency  shall 
adhere  to  disposal  guidelines  c(msistent 
with  Federal,  State,  and  local  regulations 
applicable  on  a  case-by-case  basis.  This 
■ball  be  reflected  in  environmental  Im¬ 
pact  statements  when  they  are  Issued  on 
such  actions. 

(d)  An  informal  public  hearing  will  be 
held  when  appropriate  and  for  good 
cause  shown  on  any  agency  action  for 
which  an  environmental  Impact  state¬ 
ment  Is  prepared,  except  actions  on  In¬ 
vestigational  new  drugs  or  Investiga¬ 
tional  new  animal  drugs  that  may  be 
based  on  information  that  is  confidential 
under  Part  4  of  this  chapter. 

(e)  There  are  certain  regulatory  ac¬ 
tions  which,  because  of  their  Immediate 


Importance  to  the  public  health,  make 
adherence  to  the  requirements  of  para¬ 
graph  (a)  (1)  through  (5)  (rf  this  section 
Impracticable.  Compliance  with  the  re¬ 
quirements  for  en\'lronmental  analysis 
under  the  National  Environmental  Policy 
Act  Is  Impossible  in  Instances  which  re¬ 
quire  Immediate  regulatory  action  to 
safeguard  the  public  health.  The  respon¬ 
sible  agency  official  shall  give  written 
notice  to  the  Coimcil  on  Environmental 
Quality  of  those  actions  having  a  poten¬ 
tially  significant  individual  environ¬ 
mental  Impact  and  for  which  no  environ¬ 
mental  Impact  statement  is  filed  because 
public  health  considerations  require  im¬ 
mediate  action. 

5.  By  re%islng  §  25.30  to  read  as 
follows : 

§  25.30  Public  a^ailubilily  of  environ- 
mental  imparl  statements. 

(a)  All  draft  and  final  environmental 
Impact  statements,  all  ^vlronmental 
Impact  analysis  reports.  If  required,  and 
«}1  environmental  assessment  repoi^.  If 
required,  except  for  such  ImpMt  state¬ 
ments,  reports,  or  assessments  on  Investl- 
gatlcHial  new  drug  or  Investigational  new 
animal  drugs  that  are  confidential  Infor¬ 
mation  under  Part  20  of  this  chapter, 
shall  be  available  for  public  inspection 
through  the  office  of  the  Hearing  Clerk 
or  Public  Records  and  Documents 
Center, 

(b)  Draft  and  final  environmental  im¬ 
pact  statements  will  be  available  imme¬ 
diately  after  preparation.  An  environ¬ 
mental  Impact  analysis  report  and  an 
environmental  assessment  report  avail¬ 
able  under  paragraph  (a)  of  ^Is  section 
will  be  available  at  the  time  a  draft  envi¬ 
ronmental  Impact  statement  is  circulated 
or.  If  no  environmental  Impact  statement 
Is  necessary,  at  the  time  of  publication  In 
the  Federal  Register  of  notice  annoimc- 
Ing  the  availability  of  the  report. 

(c)  The  agency  shall  maintain  for 
public  Inspection  <m  request  a  list  of 
those  agency  actions  for  which  draft  and 


final  environmental  Impact  statements 
have  been  ixepared,  except  for  actions 
regarding  Investigational  new  drug*  or 
investigational  new  aninm.!  drugs  that 
are  ccmfidentlal  l:^(nmatlon  under  Part 
20  of  this  chapter. 

(d)  Copies  of  each  final  environmen¬ 
tal  impact  statement  prepared  shall  be 
forwarded  to  those  persons  who  sub¬ 
mitted  substantive  comments  on  the  per¬ 
tinent  draft  statements.  A  final  environ¬ 
mental  Impact  statement  shall  summar¬ 
ize  each  type  of  comment  submitted  on 
the  pertinent  draft  statement  and  the 
Commissioner’s  conclusions  with  respect 
to  it. 


PART  601— LICENSING 

3.  In  Part  601  by  amending  §  601.2  by 
Inserting  the  foUowlng  sentence  before 
the  last  sentence  of  paragraph  (a)  as 
follows : 

§  601.2  Appliralion  for  rsttablifslinirnt 
and  product  liccme^;  procedures  for 
filinf:. 

(a)  *  *  *  The  applicant  shall  also 
Include  an  environmental  Impact  anal¬ 
ysis  report  analyzing  the  environmental 
impact  of  the  manufacturing  process 
and  the  ultimate  use  or  consumption  of 
the  biological  product  pursuant  to  §  25.1 
of  this  chapter. 

0  0  0  0  0 

Effective  dote.  This  order  shall  be 
effective  on  May  16, 1977. 

(Sec.  103(2)  (C).  Pub.  L.  01-100,  83  Stat. 
863  (42  UJS.C.  4332):  sec.  701,  Pub.  L.  717,  62 
Stat.  1066-1066  as  amended  (31  UA.C.  371); 
■ecs.  2  et  aeq..  Pub.  L.  80-756,  80  Stat.  1296 
et  aeq.  (16  VJS.C.  1461  et  aeq.);  aeca.  301,  351, 
862,  364-360P.  Pub.  L.  410,  68  SUt.  702  aa 
amended  by  81  Stat.  686,  82  Stat.  1173  et  seq. 
(43  UA.C.  363,  263,  363b-263n) .) 

Dated:  March  24. 1977. 

Bherwin  Gardner, 
AcUng  Commissioner  of 
Food  and  Drugs. 
[PR  Doc.77-10809  PUed  4-14-77:8:45  am] 
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